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REMARKS/ARGUMENTS 

Claims 1, 6, 7, 44, 49-51 and 55 are amended. Claims 2-5, 8, 9, 12-43, 45-48, 52-54 and 
56-107 are cancelled without prejudice or disclaimer. Claims 44, 49-51 and 55 are withdrawn. 
Claims 1, 6, 7, 10-11 and 108 are presently pending. 

Claim Amendments 

Claim 1 is amended to replace "100 to 500 mg" with "100 to 600 mg." It is not entirely 
clear if the previous amendment to claim 1 to insert the phrase relating to dose range was entered 
or not, since the Action does not indicate that the amendment was entered and all other 
amendments are explicitly identified as entered. However, the Action at Paragraph No. 13, page 
6 withdraws a 35 U.S.C. §102 rejection over Hansen et al. on the grounds that Hansen, "does not 
disclose the antibody dosage range of 100 to 500 mg for Claim 1 nor that the cytotoxic agents are 
non-conjugated." The Action at Paragraph No. 20 also imposes a new rejection under 35 U.S.C. 
§ 1 12, first paragraph for lack of written description support for, "the dose of antibody is ' 100 to 
500 mg'." It therefore appears that the amendment was entered and the present amendment is 
made accordingly. Support for the amendment to "100 to 600 mg" is discussed below. 

Claim 6 and withdrawn claim 49 are amended to delete superfluous language. Claim 6 is 
also amended to be internally consistent, as the first part of the claim clearly recites that the 
humanized MN-14 antibody comprises the CDRs of a murine MN-14 monoclonal antibody. 
Withdrawn claim 44 is amended to make the method claim dependent upon and incorporate the 
limitations of the corresponding product claim 1. Withdrawn claim 55 is amended to conform 
with the previous amendment to claim 10. The amendments to withdrawn claims are made to 
put the method claims in condition to be rejoined in the application, should the product claims be 
found allowable. 

Claims 1,6,7 and withdrawn claims 44 and 49-5 1 are amended to delete reference to 
antibody fragments to conform with claim 1, since the previous amendment to claim l(i) refers 
to what are intact antibodies, not fragments. 
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Claim Rejections - 35 U.S.C. § 112 

Claims 1, 6, 7, 9-1 1, 15 and 108 are rejected under 35 U.S.C. §112, first paragraph for 
failure to comply with the written description requirement. The Action asserts a lack of written 
description support for the dose range of "1 00 to 500 mg." Although Applicants traverse the 
rejection, in the interest of advancing prosecution claim 1 has been amended to recite a dose 
range of "100 to 600 mg." The Action states that, "Applicants' specification describes dosage 
ranges for the MN-14 antibody or fragment thereof at, for example, 100 to 600 milligrams 
protein per dose per injection." Therefore, the Action explicitly acknowledges support for a dose 
range of 1 00 to 600 mg. The amendment is supported in the Specification of the published 
application No. 20040191248 at Paragraphs [0015], [0112], [0173] and [0206]. Applicants 
respectfully assert that a dose range for a species (MN-14) within the genus of claim 1 provides 
written description support for the dose range for the genus. 

Claim Rejections - 35 U.S.C. § 103 

The rejection of claims 1,9-11 and 15 under 35 U.S.C. 103(a) as being unpatentable over 
Primus et al. (U.S. Patent 4,81 8,709) ("Primus") as evidenced by Hansen et al. (Cancer 71 :3478- 
85 (1993) ("Hansen II") and in view of Carter et al. (U.S. Patent Application 20050222392) 
("Carter") is maintained by the Action. The rejection of claim 1 under 35 U.S.C. 103(a) as 
unpatentable over Primus et al. in view of Carter et al. and Queen et al. is also maintained. The 
Action asserts that it is not clear whether in 1 3, page 22 of the earlier filed response, Applicants 
meant to refer to Primus instead of Hanson. 

To clarify, Applicants submit that none of the cited prior art, alone or in combination, 
specifically including the primary reference of Primus , teaches or suggests the combination of a 
naked humanized anti-CEA antibody with a cytotoxic agent, the sequential or concurrent 
administration of the combination, or the recited dosage of 100 to 600 mg, according to amended 
claim 1 . Since those elements are missing from all of the cited prior art, Applicants submit that a 
prima facie case of obviousness has not been established by the Action. 

Applicants maintain the assertion that Carter et al. is an improper reference under 35 U.S.C. 
102(e)(1) because the 102(e)(1) date of the published application is the filing date of the PCT 
application of April 7, 2003, not the filing date of the foreign priority document of April 9, 2002. 
The reference of Carter, even if it were a proper prior art reference, is said to disclose "anti-idiotypic 
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CEA antibodies" that are not relevant to the claimed subject matter, which recites naked humanized 
anti-CEA antibodies. An anti-idiotypic CEA antibody acts by a fundamentally different mechanism 
from an anti-CEA antibody and, if anything, teaches away from the instant claims. Thus, the 
asserted disclosure of Carter to anti-idiotypic CEA antibodies, "administered alone in a 
monotherapy or in combination with other pharmaceutically effective drugs," can not be considered 
as a suggestion or motivation to make the instant claimed combination. Nor would the asserted 
disclosure of Carter to a combination of anti-idiotypic anti-CEA antibodies with pharmaceutically 
accepted drugs provide the skilled artisan with a reasonable expectation of success in making and 
using the instant claimed combination. Applicants reiterate that the use of anti-idiotypic CEA 
antibodies, "which act as functional mimics of the antigen, adjuvant or pharmaceutically acceptable 
carriers" must act by a fundamentally different mechanism than anti-CEA antibodies. Thus, if 
anything, the skilled artisan would be led to expect completely opposite effects of anti-idiotypic 
CEA antibodies and anti-CEA antibodies. 

The disclosure of Hansen II regarding the Class II anti-CEA Mab NP-2 is not relevant to the 
amended claims, which do not recite Class II anti-CEA Mabs. 

As stated in the Action, "Primus does not disclose compositions comprising the antibodies 
and cytotoxic agents, such as vincristine, doxorubicin, DTIC or cyclophosphamide." 

There is no disclosure in any of the cited prior art of the combination of a naked, humanized 
anti-CEA antibody with a cytotoxic therapeutic agent, or the sequential or concurrent administration 
of the combination, or the recited dosage of 100-600 mg per injection. The Office Action is unable 
to point to any disclosure in Primus, Hansen II, Carter et al. or Queen et al. that discloses the 
claimed subject matter. Therefore, a prima facie case of obviousness has not been established 
and Applicants request reconsideration and withdrawal of the rejection. 

The Action imposes a new rejection of claims 1, 6, 10, 1 1 and 108 under 35 U.S.C. 
103(a) as unpatentable over Hansen (5,874,540) in view of Griffiths et al. (7,01 1,812) and 
Govindan et al. (US20040001825). The disclosure of Hansen and its lack of claimed elements 
has been discussed above. The Action states that the newly cited references are only prior art 
under 35 U.S.C. 102(e). In compliance with MPEP §§ 706.02(I)(1) and (2), Applicants' 
representative states that Griffiths et al. (7,01 1,812) and Govindan et al. (US20040001825) were 
commonly owned with, or subject to an obligation of assignment to the same person, as the 
instant claimed invention at the time the instant claimed invention was made, and therefore are 
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disqualified as prior art under 35 U.S.C. 103(c). Since the Action states at Paragraph No. 21, 
page 10 that, "This rejection might also be overcome by showing that the reference is 
disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 35 U.S.C. 103(a)," 
Applicants submit that the rejection is overcome. 

Conclusion 

For the reasons stated above, Applicants submit that the amended claims are in condition for 
allowance and request withdrawal of the rejections. 



Respectfully submitted, 



Dated: November^ . 2006 
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